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Introduction: 

A symposium on development of wccines for viral infkctions was held on 
D~(;;~&cT 12-14.1994 at the Stak Researcl~ Ct~.~ter of Virology and 
$otechnology “VKI’UJL” ‘l’he meeting was organized by the International 
Science and *~echnoJo~ Center (1STC’ with the help of VECTOR. The main 
purpose of the symposium was to bring together Russian and foreign experts 
in focusscd areas of viral vaccine development in order to improVe VECTOR 
proposals and pla~erl projects to the ISTC. The nEen& for rhe scientific 
program is clttnched (Att&mcnt 1). Foreign participants included eight 
expetic from the European Won and three delegates from Lhe Unikd Soaks. 
Japanese experts were also invited but were unable to attend. ‘l’he list of 
delegates, including 6 Russian experts invited from MUSCOW, is a%chtd 
(Attachment 2). A large number of VECTOR personnel were also involved 
LI the symposium via presentations, discussiolls, and tours of WXTOR 
facilities. 

December 12,1.994: 

The first day of the symposium fcaturcd a plenaxy session composed of more 
general presentations on the central topics of the symposium. Aw&nticiau 
Smdlkhchiev, General &rector of VECTOR, opened the symposium with a 
wellcorue to the participauts. A copy of his remarks is attached (Attachment 
3). Professor ksella, the current Chairman of the ISTC Governing Bead, 
followed with presentation on the status of the 1STC. He noted that 93 
projects, costiq more than $47 million, have been approved for scknt.ific 
projects in the Russian Federation and Ceorp;ia Hc stated that projects 
involving vaccinr! developmeat and other medica.l and health conversiw 
topics have a high priority. 



The technical presentations began with a talk by Or. VinoWpdova, Head of 
Dcpartmcnt of the St& Committee of Epdemiolo$al Sun;ei.llance of tbc 
Rll.rsiAn Ferlerfition.. She discmssed the. past and c.ww.nt state of health in the 
Russian Federation with rcspcct to viral infections. She noted that carlicr 
successes took place in reducing polio and measles, but that the current poor 
economy has led to 3 geneml increase in viral infections throughout the 
R . . . . -.. usldu F J c u-d km. She noled he WITCIIL suious level o~kkpalilis A atld B I’ 
infection and attendant health threats to the population, especially to children. 
The need for increased vaccination was descr-ibtd (see Attachment 4). 

A talk on the side effects and immunolo~cal safety of vaccines was 
presented by Professor Medunitsin, Director of the Institute of 
Standardization and Control of Medicinal Immunolo@al Yrcparations 
@cicST). He reviewed t.he p~ib1.c side eflect~ nf wing vaccines and 
discussed the safev measures taken to reduce the chances of these effects 
(xc: Attxhment 5). The Russian Federation requirements [or 0b-g high 
qualily vaccines were presented by Professor Belctimirov, Deputy Director of 
RGIST. Hc yointzd out &it RGXSI’ ws like tilt: FDA iu the US to ihsptct 
batches of vaccine and manufacturing facilities. ‘I‘he control process used in 
the Russian Federation for development aud production of vaccines is 
discussed in his attached paper (see Nta&mtnt 6). 

I’he re@ations for immunological medicines in the European CJnion wme 
presented by Dr. Plctshcttc, Commission of the European Communities, and 
I>r. J’epsen from the Offxe of Intemarional Health of Denmark. They 
brought 3 full copy of these replations to the symposium and gave them to 
VECTOR Tht: rt&&ms include those related tu s’ztzty, testing qtity, 
and marketing. ‘I’hey discussed the quality assurance pro,- used in the E’U 
c;uuutri~s that Iocuss;es 0x1 g:ood manu~duturing practices combined with 
quality control. ‘P’hey advised the Ku&an producers of vaccines to start with 
lower cost training and ecneral up_rrade of personnel to be followed by 
renovation of faciiities- 



Dr. Rick Smith, from Connaught Laboratories in the US, reviewed the good 
manufacturing practices advocated by the FDA in the US. HC discussed the 
need TO consmn~ly imprwe under rhe US pracrjcce, h<ed on the fact that a 
new idea yui&ly bacumes Ihe new sl;indard. He tid that the FDA inspt~ts 
each labwatoly at least cveiy two yms. 

The final presentation of the pIenay stssion was &en by Academician 
Sandakhchiev. He dismssed the topic of conversion of VECTOR to ~;\~fi~l 
technolo$es from their former involvement in dcfcnsc activities. 33~ d&led 
the diverse capabilities of VECTOR to develop and produce vxcines against 
viral infections (xc Attachment 7). 

In the afternoon, visitors to VECTOR were allowed to visit seveni oftheir 
facilities, including the laboratories concemecl with development of vaccines 
3gainst Hepititis A and measles, 3 laboratory fbr study of HIV, the 
laboratory for biological and te&ology control, and the area where 
production of drugs and test systems is being prepared. Several people ~SO 
visited the nurstq for laboratory animals. 

Dcccmbcr 13,1994: 

‘Ihe second day of the symposium was devoted to detailed discussion of two 
appruveJ ISTC projects Iur development aud production of Hepatitis A and 
measles. ‘l’wo other proposals for (1) development and production of 
Hepatitis B vac&x and (2) Tur clinicz~I lrials of uew vaccines were also 
discussed. ‘lhese discussions were carried out in a workshop format. The 
proposed Russiar~ project mwer gave a prepared talk foIlowcd by detiled 
interchange of ideas and comments by working group padcipants. 



A prepared talk was presented by Dr. Maidaniuk, Ikarl of Deptituwt at 
VECTOR. He discussed the virus strain, the production procedure, and 
fomlulation and quahty control of the final virus (set Attachment 8). Issues 
discussed in the workshop included the cell line proposed based cm the 
kidney of the fican green monkey. Western experts Suggcstcd ihnt 8 
differe.nt oc.ll lint. based on the human diploid fiberblast wmlti give 
VECTOR a better market opportunity booause this is the cell line used in the 
West. 

mt: samd scssiun sp&or was Dr. ~iugr-&wa, Head of Department fkom 
the State Committee of’hpidemiological Surveillanve of the Russian 
fcdclatiou. She discussed the reytie~~~ts and methods of control of the 
quality of Hepatitis-A vaccine in Russia (Attachment 9). She noted tit 
VECTOR and RGIST have tested a sties of vaccines a.qaix~~t Hepatitis-A. 
The triple scheme of vaccination has been found to he opTi.milm. The issue 
of proposed vaccinations of children was raised. She noted &at no 
wccinktm n r children is &me hefty am@etion of trials on adults. They 
will use lesser concentr0tion3 for children. 

The Western experts expressed general support for implementation of this 
project, under tht: wndi tions of’having wllatorators from time European 
Union and the US involved. it was also suggested that one or two people 
fi-ORI RGIST should participate actively in the work. 

Live Mensles V;lcc.i~~e: 

Dr. E. A. Nechaeva, Head oflkprtment. ax VECTOR, gave: a presentation on 
the elaboration and production of a live measles vaccine (Attachment 10). 
She. riesctihed the vaccine strain T,eningrad--16 used, irl Russia iu the 
production of the measles vaccine. She descti bed how mass vaccination 
against this killer ol’&ildren began in Russia in 1967. The project till 
develop and produce an oral vaccine preferred for children and witbcufi the 
possibility ofhcpatitis-B or HIV transmission throu~gh ncodlos. 



Professor Popov, Head of Department from RGIST, discussed the situation 
with respect to measles vaccine in the Russian ~&~tiofl (see Attachment 
11). He mentioned that Kussim males vz&ne is currently e?cported to 
several dcvcloping wuntrics, including Vietnam, Brazil, and Peru Tests 
have hem conducted at her institute that con&m the: st~hiliv of rhe back 
vaccine strain for many years. 

An issue raised during this session included the need to characterize the 
Russian stmin so lhat ii cm be compared to strditi 0~1 which other vaccines 
around the world are based. Some doubts were also expressed about the 
efficacy wl the Miucry syslcm 1wr lhr: vrcrl vaw;int. 

The Western experts generally supported initiation of the pro;&, subicct to 
independent and parallel analysis of the strain in an EU laboratory 2nd IN-~ 
to determine if the strain would actively work once it rcclchcs a receptor in 
Ihe pT. Faihlre TO prove 011~ rhe efticacy ofthe oml delivery method would 
seriously compromise the project, and would Probably eliminate support for 
later phaces of the proposed work. 

Hepatitis43 Vaccine: 

Dr. Mutatov, a scientist at VJXT’O~ made a presentation on c.rearion 8ncl 
production of the recombinant vaccine against IIepatitis-B (see Attachment 
12). He described the VEC'I"OR work with the Vacinia vinl~. He mentioned 
that for the live vaccine, the recombinant protein is active in the Pntigen- 
presenting cells, reliably introducing a T-cell respnnse. He saw the proposed 
prqjcct as the opportunity for them to organize a Jorge .scale production of a 
inexpensive, effective, and innocuous vaccine: a&s1 I-Icptitis-B in an ord 
form. 

Dr. Shdunova, Senior Scientist at KGIS’I; discussed the situation with 
respect lw I&p&s-B vacc;iuc iL1 tie Russian Federation (Attachment 13). 
She also reviewed the worldwide problem of Hepatitis-B Section and the 
tictd iu Russia to product low-cost hi&ly-effective vaccine that overcomes 
public resistance to vaccination. 



Western experts r&cd scvcral issues: They see a problem nith possible 
dispersion of the live virus in the environment. They SW possible exclusion 
ofpeople who received smallpox vaccinations. Some felt that it is also 
difficult to judge whet&r there mi& be side elects. One recommendation 
was to include. the core protein in a vaccine construct suitable for vaccination. 
The Russian scientists see a vaccination progam as having many drawbacks 
and think a.n nml vxc5ne is still preferrable. 

Clinical Trials of New Vaccines: 

‘Ihe possibilities o~‘clinical trials of new vaccines at VECTOR was presented 
by Dr. Netesov, Deput,v Director of VECTOR. He discussed Ihe cdp&ilitiCS 
of the P-3 facilities at VEC’I’OK to be used in the clinical trials of new 
vaccines;’ in park&u against diarrhea1 diseases, especially cholera (SCC 
Attac.hme~~ 14). 

We.qem expert-q raised issues concerned with the proposed clinical trials and 
the current adequacy of the VECTOR facility. They made tic following 
rtwmmdalions: To extend the imm~mnlr@cal invetiptinns, especially 
concerning the T-shell immunity pammeters of volunteers during and after 
vacchation. It is also ntxxssary to include into the list of equipment some 
small equipment for measuring the cell immunity parameters and the 
cxpcnscs for training of VECTOR spe&iisl~ wilh modem melhods. To 
make marketing investigations for finding additional otikrs for vaccine 
testing. To extend the facilities for inmunological work in P-3 and increase 
rhe. ex@pmenr for blood and urine analysis. To add the position of Biosafety 
Control Officer for the trials and a Bookkeeper. 

December 14,1994: 

The tlGd day of the symposium was devoted to a talk on production of test 
syskms and tours of Russian Academy of Science Institutes in the area. 



Dr. Zaitsev, Deputy Director of VECTOR (Attachment 15), discussed 
production of test system and research reagents for the diagnosis of viral 
diseases and perspectives in their development Additional remarks were. 
provided by Professor Vorobiova, Head of Department of RGISK. The 
mn&e nfr.esrjne~nddi~ost.icsi.cverybmadatV%CTOR, idding l&t: 
for HIV l&2, Hepatitis A, B, C, and D, nmasles, herpes, syphilis, and many 
others. VECTOR hopes to expand its production kility iu 1995 and receive 
3 European certificsltion in 1996. They hope to expand their sales thereafter 
in seved couMes. 


